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Title  42 — Public  Health 

CHAPTER  IV — HEALTH  CARE  FINANCING 
ADMINISTRATION,  DEPARTMENT  OF 
HEALTH,  EDUCATION,  AND  WELFARE 

PART  478 — STATEWIDE  PROFESSIONAL 
STANDARDS  REVIEW  COUNCILS 

Subpart  A — Membership  Organization  and 
Funct  ons  of  Statewide  Professional 
Standards  Review  Councils 

AGENCY:  Health  Care  Financing  Ad¬ 
ministration  (HCFA) ,  HEW. 

ACTION:  Final  rule. 

SUMMARY :  These  final  regulations 
establish  requirements  for  membership 
organization  and  functions  of  Statewide 
Professional  Standards  Review  Councils. 
Statewide  councils  are  required  in  any 
State  that  has  three  or  more  professional 
standards  review  organizations.  The  Sec¬ 
retary  of  Health,  Education,  and  Welfare 
is  required  by  section  1162  of  the  Social 
Security  Act  to  issue  regulations  govern¬ 
ing  the  organization  and  operation  of 
statewide  councils. 

EFFECTIVE  DATE:  These  regulations 
are  effective  December  9,  1977. 

FOR  FURTHER  INFORMATION  CON¬ 
TACT: 

Rhoda  Abrams,  Director,  Office  of  Pro¬ 
gram  Development,  Office  of  Health 
Standards  and  Quality,  Room  16A-44, 
Parklawn  Building,  5600  Fishers  Lane, 
Rockville,  Md.  20852,  phone  301-443- 
4086. 

SUPPLEMENTARY  INFORMATION: 
Regulations  effective  October  1,  1977, 
established  a  new  Chapter  IV  in  Title  42 
of  the  CFR,  transferring  all  Health  Care 
Financing  Administration  regulations  to 
that  new  chapter.  These  final  regulations 
are  codified  under  Subchapter  D,  Profes¬ 
sional  Standards  Review,  of  42  CFR 
Chapter  IV. 

On  October  7,  1976,  there  was  pub¬ 
lished  in  the  Federal  Register  (41  FR 
44286)  a  Notice  of  Proposed  Rulemaking 
to  add  a  new  Subpart  S,  entitled  “State¬ 
wide  Professional  Standards  Review 
Councils”,  to  Part  101  of  Title  42  of  the 
CFR. 

The  Subpart  S  is  recodified  as  a  new 
Part  478. 

Interested  persons  w'ere  invited  to 
submit  written  comments,  suggestions, 
or  objections  on  or  before  December  6, 
1976.  All  such  comments,  suggestions  and 
objections  received  with  respect  to  the 
proposal  were  given  consideration  and 
are  summarized  below  along  with  the  re¬ 
sponses  thereto  and  the  changes  in  the 
proposed  rule. 

(1)  Several  comments,  in  regard  to 
5  101.1903(c)(3)  (now  5  478.4(g))  re¬ 
quested  that  one  or  more  of  the  four 
public  member  positions  be  reserved  for 
representatives  of  a  special  group  or 
agency.  These  suggestions  were  rejected 
as  inconsistent  with  section  1162(b)(3) 
of  the  Act,  which  requires  that  persons  be 
appointed  as  representatives  of  the  pub¬ 
lic. 


(2)  One  comment  objected  to  the  lan¬ 
guage  which  requires  the  Secretary  to 
give  special  consideration  to  “representa¬ 
tives”  of  organizations  in  selecting  pub¬ 
lic  members.  This  language  has  been 
changed  in  the  final  rule  to  make  it  clear 
that  public  members  are  not  to  be  chosen 
to  “represent”  any  interest  other  than 
the  public  interest.  (See  5  478.4(g)(3).) 

(3)  It  was  suggested  that  physicians 
not  directly  involved  with  PSROs  in  the 
State  ought  to  be  represented  on  the 
Statewde  Council.  Since  membership  in 
PSROs  is  voluntary  and  open  to  all  phy¬ 
sicians,  there  is  no  need  for  special  rep¬ 
resentation  of  non-PSRO  affiliated 
physicians.  Moreover,  since  the  State 
medical  society  and  the  State  hospital 
association  may  designate  physician 
representatives  of  their  choice,  regard¬ 
less  of  their  involvement  with  PSROs, 
such  representation  of  non-PSRO  affili¬ 
ated  physicians  is  possible. 

(4)  One  comment  suggested  requiring 
the  appointment  of  hospital  adminis¬ 
trators,  rather  than  physicians,  as  repre¬ 
sentatives  of  the  State  hospital  associa¬ 
tion.  Section  1162(b)(2)  of  the  Act 
requires  the  State  hospital  association 
to  appoint  physicians.  However,  such 
physicians  may  also  be  hospital  admin¬ 
istrators  and  while  the  Department 
would  favor  such  nominations,  it  is  not 
authorized  to  restrict  the  associations 
in  designating  the  physicians  they  find  to 
be  the  most  appropriate  to  represent 
them. 

(5)  One  comment  recommended  the 
addition  of  language  that  would  require 
that  nominations  for  public  members 
made  by  the  public  be  submitted  within 
60  days  after  solicitation  notice  is  pub¬ 
lished,  as  are  nominations  of  the  Gov¬ 
ernor.  This  change  was  made  as  recom¬ 
mended  in  5  478.4(h),  in  order  to  ex¬ 
pedite  the  appointment  process. 

(6)  It  was  recommended  that  miscon¬ 
duct  less  serious  than  a  felony  also  be 
considered  as  grounds  for  termination 
of  a  Statewide  Covmcil  member.  The 
reference  to  “conviction  of  a  felony”  in 
the  proposed  rules  as  groimds  for  ter¬ 
mination  was  only  an  example  of  serious 
professional  and/or  public  misconduct 
and  was  not  intended  as  the  sole  cir¬ 
cumstance  to  be  considered  misconduct. 
The  example,  however,  has  been  deleted 
as  suggested  to  avoid  any  confusion. 
(See  5  478.5(b)(4)) 

(7)  A  suggestion  was  made  that  State¬ 
wide  Councils  themselves  be  permitted 
to  initiate  action  to  terminate  one  of 
their  members  for  cause.  This  revision 
is  in  5  478.5(b)  (3). 

(8)  One  comment  urged,  with  respect 
to  the  duties  and  functions  section  of 
the  proposed  rules,  a  stronger  role  for 
the  Statewide  Councils,  requiring  that 
the  PSROs  be  answerable  to  those  bodies. 
This  change  was  not  made  because  it  is 
intended  that  the  Statewide  Councils  es¬ 
tablish  a  voluntary  cooperative  relation¬ 
ship  with  the  PSROs,  rather  than  a 
mandate^  one. 

(9)  Another  comment  urged  identifi¬ 
cation  of  a  single  Federal  or  State  agency 
for  gathering  health  data,  including 


PSRO  information.  This  function  is  not 
considered  appropriate  for  the  Statewide 
Councils,  since  the  Councils  collect  pri¬ 
marily  PSRO  data.  But  language  was 
added  to  require  the  Councils  to  assist 
in  coordinating  PSRO  activities  with 
other  health  activities  in  the  States 
(§  478.6(a)). 

( 10)  A  recommendation  was  made  that 
a  review  of  a  PSRO  reconsideration  not 
be  performed  automatically,  but  review 
occur  only  where  a  sp)ecific  request  was 
made  by  a  dissatisfied  party.  The  re¬ 
quested  change  was  made.  This  change 
accords  with  the  interim  regulations  for 
PSRO  hearings  and  appeals  (42  CFR 
Part  473). 

(11)  Several  comments  recommended 
additional  specific  procedures  for  the 
Statewide  Council  review  of  PSRO  re¬ 
considerations  and  sanctions.  These 
comments  are  being  considered  in  the 
development  of  separate  regulations  on 
PSRO  appeals  and  sanctions.  Sections 
478.6  (g)  and  (h)  (published  in  the 
NPRM  at  5  101.1904  (g)  and  (h)  incor¬ 
porate  by  reference  these  regulations  on 
appeals  (Part  743)  and  sanctions  (not 
yet  publi.shed) . 

(12)  Recommendations  w'ere  made 
that  the  Statewide  Council  be  allowed 
to  establish  committees,  to  receive  out¬ 
side  income,  and  to  employ  other  staff  in 
addition  to  an  executive  secretary.  There 
was  no  need  for  revision  since  the  pro¬ 
posal  already  permitted  these  actions. 

(13)  One  comment  urged  that  State¬ 
wide  Councils  not  be  established.  This 
w'as  rejected  as  being  inconsistent  with 
the  statute. 

(14)  A  question  was  raised,  regarding 
a  statement  of  the  applicability  of  sec¬ 
tion  1167  of  the  Act  made  in  the  pre¬ 
amble  to  the  proposed  rule  as  to  whether 
section  1167(b)  applies  to  Statewide 
Council  members  and  employees  to  pro¬ 
tect  them  from  liability  in  the  perform¬ 
ance  of  Council  activities.  It  is  the  view 
of  the  Department  that  section  1167(b) 
only  applies  to  the  Council  employees 
and  members  to  the  extent  that  they 
furnish  professional  counsel  or  services 
to  PSROs  and  that  this  section  is  not 
applicable  to  other  kinds  of  activities  of 
Council  employees  and  members. 

(15)  It  was  noted  that  the  establish¬ 
ment  of  a  Statewide  Council  could  be 
discouraged  because  of  the  possibility 
that  a  Statewide  Council  may  not  be  able 
to  obtain  a  corporate  charter  under  ap¬ 
plicable  State  law.  Section  478.7  permits 
a  Council  to  have  an  unincorporated 
status,  where  approved  by  the  Secretary. 

(16)  It  was  suggested  that  the  rela¬ 
tionship  between  conflict  of  interest  pro¬ 
visions  of  this  regulation  and  others  was 
imclear.  Section  478.8  clarifies  that  con¬ 
flicts  of  interest  of  Statewide  Council 
members  in  appeals  and  sanction  func¬ 
tions  are  defined  by  applicable  regula¬ 
tions  of  this  subchapter  relating  to  ap¬ 
peals  (Part  473)  and  sanctions  (not  yet 
published) . 

Certain  portions  of  the  NPRM  have 
also  been  reorganized  and  recodified  for 
greater  clarity.  Paragraphs  (c)  and  (d) 
of  §  101.1903  are  recoded  as  §  478.4; 
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paragraphs  (e),  (f),  and  (g)  of  §  101.- 
1903,  as  §  478.5.  §§  101.1904  through  101.- 
1908  are  recoded  as  §§  478.1906  through 
478.1910. 

(Sec.  1102,  49  stat.  647  (42  U.S.C.  1302).) 

Note. — The  Department  of  Health,  Educa¬ 
tion,  and  Welfare  has  determined  that  this 
document  does  not  contain  a  major  proposal 
requiring  preparation  of  an  Inflation  Impact 
Statement  under  Executive  Order  11812  and 
OMB  Circular  A-107. 

Dated;  July  14,  1977. 

Robert  A.  Derzon, 
Administrator.  Health  Care 
Financing  Administration. 

Approved:  November  14,  1977. 

Hale  Champion, 

Acting  Secretary. 

Subchapter  D  of  chapter  IV  of  42  CFR 
is  amended  by  adding  a  new  Part  478, 
Subpart  A  to  read  as  follows: 

Subpart  A — Membership  Organization  and  Func¬ 
tions  of  Statewide  Professional  Standards  Re¬ 
view  Councils 

Sec. 

478.1  Scope. 

478.2  Definitions. 

478.3  Establishment  of  membership. 

478.4  Qualifications  and  selections  of 

Statewide  Council  members. 

478.5  Terms  of  office;  Termination  of  ap¬ 

pointments:  vacancies. 

478.6  Duties  and  functions. 

475.7  Organizational  requirements. 

478. C  Operational  requirements. 

478.9  Reporting  requirements. 

478.10  Statewide  council  agreements. 

Authority:  Sec.  1162,  Social  Security  Act, 
sec.  249F(b)  of  Pub.  L.  92-603,  86  Stat.  1440- 
1441  (42  U.S.C.  1320C-11);  sec  1102  of  the 
Social  Security  Act.  49  Stat.  647,  as  amended 
(42  U.S.C.  1302). 

Subpart  A — Membership  Organization  and 
Functions  of  Statewide  Professional 
Standards  Review  Councils 

§  478.1  Scope. 

Section  1162(a)  of  the  Social  Security 
Act,  42  U.S.C.  1320C-11,  provides  that  a 
Statewide  Professional  Standards  Re¬ 
view  Council  shall  be  established  in  any 
State  in  which  there  are  located  three 
or  more  Professional  Standards  Review 
Organizations.  This  subpart  establisheii 
the  requirements  for  such  Statewide 
Prefessional  Standards  Review  Councils. 

§  478.2  Definition!*. 

As  used  in  this  subpart : 

(a)  “Act”  means  the  Social  Security 
Act,  as  amended  (42  U.S.C.  Chapter  7). 

(b)  “Secretary”  means  the  Secretary 
of  Health,  Education,  and  Welfare  or 
any  other  officer  or  employee  to  whom 
the  authority  involved  has  been 
delegated. 

(c)  “Physician”  means  an  individual 
licensed  to  engage  in  the  practice  of 
medicine  and  surgery  or  in  the  practice 
of  osteopathic  medicine  and  surgery. 

(d)  “Statewide  Council”  means  a 
Statewide  Professional  Standards  Review 
Council. 

(e)  “PSRO”  means  a  Professional 
Standards  Review  Organization,  either 
conditionally  or  unconditionally  desig¬ 
nated. 


§  478.3  Eslabli^linionl  anil  meinbi'rsliip. 
ship. 

(a)  Establishment.  In  each  State  in 
which  there  are  located  three  or  more 
PSROs,  the  Secretary  will  establish  a 
Statewide  Council. 

(b)  Membership.  The  membership  of  a 
Statewide  Council  shall  consist  of: 

1 )  One  representative  from  each 
PSRO  in  the  State; 

(2)  Four  physician  representatives: 
and 

(3)  Four  persons  knowledgeable  in 
health  care  selected  as  representatives  of 
the  public  in  the  State. 

§  478.4  Qualifications  and  selection  of 
Statewide  Council  members. 

(a)  The  Secretary  will  appoint  repre¬ 
sentatives  designated  or  nominated  in 
accordance  with  this  section. 

(b)  Designation  of  PSRO  representa¬ 
tives.  The  Secretary  will  request  that  the 
governing  body  of  each  PSRO  within  the 
State  designate  a  person  who  is: 

(1)  A  member  of  the  designating 
PSRO:  and 

(2)  Willing  and  able  to  discharge  the 
responsibilities  of  membership  in  the 
Statewide  Council. 

(c)  Qualifications  of  physician  repre¬ 
sentatives.  The  four  physician  represen¬ 
tatives  will  be  persons  who  are : 

(1)  Performing  professional  activities 
within  the  State;  and 

(2)  Willing  and  able  to  discharge  the 
responsibilities  of  membership  in  the 
Statewide  Council. 

(d)  Designation  by  State  medical  so¬ 
ciety.  (1)  The  Secretary  will  request  that 
the  membership  association  or  organiza¬ 
tion  representing  the  largest  number  of 
doctors  of  medicine  in  the  State  desig¬ 
nate  two  physicians  to  be  members  of 
the  Statewide  Council. 

(2)  Exception.  If  the  ratio  of  osteo¬ 
pathic  physicians  to  total  physician  pop¬ 
ulation  in  the  State  is  equal  to  or  greater 
than  the  ratio  of  osteopathic  physicians 
to  total  physician  population  in  the 
United  States  as  determined  by  the  Sec¬ 
retary.  The  Secretary  will  request 
that  the  membership  association  or 
organization  representing  the  largest 
number  of  doctors  of  osteopathy  in  the 
State  designate  one  physician  and  the 
membership  association  representing 
the  largest  number  of  doctors  of  medi¬ 
cine  designate  one  physician. 

(e)  Designation  by  State  hospital  as¬ 
sociation.  The  Secretary  will  request 
that  the  membership  association  or  or¬ 
ganization  representing  the  largest  num¬ 
ber  of  hospitals  in  the  State  designate 
two  physicians  to  be  members  of  the 
Statewide  council. 

(f)  Qualifications  of  public  represent¬ 
atives.  Each  public  representative  shall 
be: 

(1)  Knowledgeable  by  education  and/ 
or  experience  about  health  care  that  is 
provided  in  the  State  under  Titles  V, 
XVTI  and/or  XIX  of  the  act; 

(2)  Willing  and  able  to  represent  the 
interest  of  the  public:  and 

(3)  Willing  and  able  to  discharge  the 
responsibilities  of  membership  in  the 
Statew'ide  Council. 


(g)  Nomination  and  appointment  of 
public  representatives.  Four  public  rep¬ 
resentatives  to  the  Statewide  Council 
will  be  nominated  in  the  following  man¬ 
ner  and  appiointed  by  the  Secretary: 

(1)  Nomination  by  the  Governor  of  the 
State. — The  Secretary  will  request  that 
the  Governor  of  the  State  recommend 
persons  qualified  to  be  public  representa¬ 
tives  on  the  Statewide  Council.  At  least 
two  of  such  nominees  will  be  appointed 
by  the  Secretary. 

(2)  Other  nominations. — ^The  Secre¬ 
tary  will  solicit  additional  nominations 
for  Statewide  Council  public  representa¬ 
tives  from  other  interested  persons  and 
organizations  in  the  State  by  (i)  giving 
notice  in  the  Federal  Register  as  well  as 
in  other  publications  within  the  State; 
(ii)  informing  those  who  are  on  a  list  of 
interested  persons,  and  (iii)  other  ac¬ 
ceptable  and  practicable  forms  of  notice. 

(3)  Special  considerations. — ^The  Gov¬ 
ernor  shall,  in  nominating,  and  the  Sec¬ 
retary  will,  in  appointing,  public  repre¬ 
sentatives  to  the  Statewide  Council,  give 
spiecial  consideration  to  qualified  indi¬ 
viduals  not  affiliated  with  organizations 
and  groups  (i)  whose  representation  on 
the  Statewide  Council  is  required  by  law 
or  (ii)  which  are  represented  on  the 
Statewide  Council  Advisory  Group. 

(h)  Response  to  Secretary’s  request 
for  designations  and  nominations.  Names 
of  designees  of  PSROs,  State  medi¬ 
cal  societies,  and  State  hospital  asso¬ 
ciations  and  names  of  nominees  from 
the  Governor  and  other  interested  per¬ 
sons  and  organizations  shall  be  for¬ 
warded  to  the  Secretary  within  60  days  of 
the  Secretary’s  official  request  for  such 
nominees,  unless  an  extension  is  granted 
by  the  Secretary  for  cause. 

§  478.5  Terms  of  office;  lermination  of 
appointments;  vacancies. 

(a)  Terms.  (1)  Members  w’ill  be  ap¬ 
pointed  for  initial  terms  of  2  or  3  years 
and  for  terms  of  3  years  thereafter. 

(2^  There  will  be  an  equal  number  of 
2-  and  3 -year  term  positions  in  each  of 
the  three  categories  of  representatives. 

(3)  In  the  case  of  any  category  con¬ 
taining  an  odd  number  of  representa¬ 
tives,  there  will  be  an  extra  3-year  term 
position. 

(4)  Statewide  Council  members  shall 
serve  no  more  than  two  consecutive 
terms. 

(b)  Termination  of  appointments.  (1) 
A  Statew'ide  Council  member  may  resign 
his  appointment  at  any  time  upon  writ¬ 
ten  notification  to  the  Secretary. 

(2)  The  Secretary  may  terminate  the 
appointment  of  a  Statewide  Council 
member  at  any  time  for  good  cause. 

(3)  The  Statewide  Council  may,  oft  its 
own  motion,  recommend  to  the  Secretary 
that  he  terminate  the  appointmeftt  of  a 
member  for  good  cause. 

(4)  Good  cause  is  defined  for  purposes 
of  this  section  as  failure  to  continue  to 
meet  membership  qualifications  specified 
in  §  478.4;  serious  professional  and/or 
public  misconduct:  continued  and  sub¬ 
stantial  failure  to  perform  the  duties  and 
functions  required  of  Statewide  Council 
members;  and  any  breach  of  confiden- 
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tiality,  as  defined  in  applicable  regula¬ 
tions  of  this  part. 

(5)  Prior  to  termination  of  a  State¬ 
wide  Council  member  for  good  cause,  the 
Secretary  will  seek  the  advice  and  con¬ 
sider  the  recommendations  of  the  State¬ 
wide  Council. 

(c)  Procedures  for  termination  for 
good  cause.  (1)  Upon  a  determination 
that  a  Statewide  Council  member  should 
be  terminated  for  good  cause,  the  Secre¬ 
tary  will  send  written  notification  to  the 
member  at  least  30  days  prior  to  the  ef¬ 
fective  date  of  the  termination. 

(2)  The  notice  will  set  forth  the 
grounds  for  the  termination,  afford  the 
member  the  right,  prior  to  the  effective 
date,  to  submit  a  statement  and  to  re¬ 
quest  an  informal  meeting  with  an  offi¬ 
cial  designated  by  the  Secretary. 

(3)  If  no  such  statement  or  request  is 
received  prior  to  the  effective  date,  the 
termination  will  be  final  on  that  date. 

(4)  If  a  request  for  a  meeting  with  a 
designated  official  is  timely  made,  the 
Secretary  may  postpone  the  effective 
date  of  the  termination  in  order  to  en¬ 
able  the  meeting  to  be  held. 

(5)  Upon  completion  of  the  meeting, 
the  designated  official  shall  promptly 
recommend  to  the  Secretary  whether  or 
not  such  termination  should  become 
effective. 

(6)  If  the  Secretary,  taking  into  con¬ 
sideration  any  information  submitted 
and  the  recommendation  of  the  desig¬ 
nated  official,  determines  that  good  cause 
for  termination  does  not  exist,  he  will 
withdraw  the  notice  of  termination  and 
notify  the  member  of  his  decision. 

(7)  If  the  Secretary  determines  that 
good  cause  does  exist,  he  will  confirm  the 
termination  date  by  written  notice  to 
the  member. 

(d)  Vacancy.  When  a  vacancy  on  the 
Statewide  Council  occurs,  whether  by 
reason  of  expiration  of  membership  term, 
death,  resignation  or  termination,  the 
Secretary  will  fill  the  vacancy  in  accord¬ 
ance  with  the  applicable  procedures 
specified  in  §  478.4.  If  a  vacancy  occurs 
for  reasons  other  than  expiration  of 
membership  term,  appointment  will  be 
made  for  the  remainder  of  the  unex¬ 
pired  term. 

§  178.6  Duties  and  funriions. 

(a)  Coordination  of  PSRO  activities. 
Each  Statewide  Council  shall  coordinate 
the  activities  of  the  PSROs  in  its  State  to 
assure  efficient  PSRO  operations  and  to 
support  combined  PSRO  efforts  in  activ¬ 
ities  of  mutual  concern  to  the  PSROs  in 
the  State.  Each  Statewide  Council  shall 
also  assist  PSROs  to  coordinate  their  ac¬ 
tivities  with  other  health  activities  in  the 
State.  These  coordination  activities  shall 
involve  (1)  identifying  where  cooperative 
efforts  between  or  among  PSROs  are 
needed,  (2)  determining  with  the  PSROs 
the  appropriate  mechanisms  for  coordi¬ 
nation,  and  (3)  assuring  that  the  neces¬ 
sary  support  services  for  implementation 
are  provided. 

(b)  Dissemination  of  information.  (1) 
Each  Statewide  Council  shall  dissemi¬ 
nate  information  and  data,  with  reason¬ 


able  frequency  and  in  a  reasonable  form, 
among  the  PSROs  in  its  State. 

(2)  Dissemination  may  include:  (i) 
data  and  information  which  are  available 
from  other  agencies  and  organizations 
and  are  relevant  to  PSRO  operations; 
and  (ii)  data  and  information  generated 
within  the  PSRO  program,  consistent 
with  section  1166  of  the  Act  and  appli¬ 
cable  confidentiality  regulations  of  this 
part. 

(3)  This  activity  shall  involve:  (i) 
identifying  the  information  and  data  de¬ 
sired  by  PSROs;  (ii)  the  sources  of  such 
information  and  data,  and  the  appro¬ 
priate  methods  of  making  such  informa¬ 
tion  and  data  available;  and  (iii)  assur¬ 
ing  that  the  necessary  support  services 
are  provided  so  that  the  dissemination 
occurs  in  an  effective  manner. 

(c)  Data  gathering  "procedures  and 
operating  procedures.  Each  Statewide 
Council  shall,  at  the  request  of  the  Sec¬ 
retary  or  the  PSROs,  assist  in: 

(1)  Developing  and  coordinating  effec¬ 
tive  uniform  PSRO  data  collection  and 
processing  procedures  among  the  PSROs 
in  the  State;  and 

(2)  Coordinating  PSRO  data  activities 
in  the  State  with  other  programs  of  the 
Department  of  Health,  Education,  and 
Welfare,  including  Cooperative  Health 
Systems,  Health  Systems  Agencies,  and 
the  programs  under  Titles  V,  XVIII,  and 
XIX  of  the  Act. 

(d)  Evaluation.  Each  Statewide  Coun¬ 
cil  shall  assist  the  Secretary  at  his  re¬ 
quest  in  evaluating  the  performance  of 
the  PSROs  in  its  State  according  to  cri¬ 
teria  and  procedures  developed  by  the 
Secretary  in  consultation  with  the  State¬ 
wide  Council. 

(e)  Replacement  of  a  PSRO.  If  the 
Secretary  finds  it  necessary  to  replace  a 
PSRO  in  a  State  where  a  Statewide 
Council  exists,  the  Statewide  Council  in 
such  State  shall  assist  in  developing  and 
arranging  for  a  qualified  replacement 
PSRO. 

(f)  Assistance  in  assuring  practitioner 
and  provider  compliance.  (1)  Each 
Statewide  Council  shall  help  assure  com¬ 
pliance  with  the  obligations  imposed  by 
Section  1160(a)  of  the  Act  on  practi¬ 
tioners  and  other  providers  of  health 
care  services  for  which  payment  may  be 
made  under  title  V,  XVIII,  or  XIX  of 
the  Act. 

(2)  In  order  to  carry  out  this  respon¬ 
sibility,  the  Council  shall,  in  accordance 
with  Section  1161(c)  of  the  Act: 

(i)  Use  whatever  authority  or  influ¬ 
ence  it  may  possess  as  a  pi'ofessional 
organization; 

(ii)  Enlist  the  support  of  other  pro¬ 
fessional  or  governmental  organizations; 

(iii)  Use  educational  and  other  ap¬ 
propriate  means;  and 

(iv)  Work  cooperatively  with  PSROs 
in  the  State. 

(g)  Appeals.  When  an  adverse  PSRO 
determination  has  been  reconsidered  and 
reaffirmed  pursuant  to  section  1159(a) 
of  the  Act  and  the  amount  in  con¬ 
troversy  is  $100  or  more,  the  professional 
members  of  each  Statewide  Council 
shall  review  such  determination  on  ap¬ 


peal,  in  accordance  with  regulations  to 
be  published  by  the  Secretary. 

(h)  Sanctions.  Each  Statewide  Coun¬ 
cil  shall — 

(1)  Receive  reports  and  recommenda¬ 
tions  from  PSROs  under  section  1157 
of  the  Act  concerning  violations  of  ob¬ 
ligations  under  Section  1160(a)  of  the 
Act;  and 

(2)  Promptly  transmit  those  reports 
to  the  Secretary,  with  any  comments  or 
recommendations  they  deem  appropri¬ 
ate,  in  accordance  with  regulations  to  be 
published  by  the  Secretary, 

(i)  Confidentiality  of  data.  (1)  The 
purpose  of  the  confidentiality  require¬ 
ments  is  to  assure  adequate  protection  of 
the  rights  and  interests  of  patients, 
health  care  practitioners,  and  providers 
of  health  care. 

(2)  The  confidentiality  requirements 
apply  to: 

(i)  Any  information  acquired  by  the 
Statewide  Council  in  the  exercise  of  its 
own  duties  and  functions  or  through  the 
exercise  of  PSRO  functions  and  duties; 
and 

(ii)  Sanction  reporijs  and  recommen¬ 
dations  made  by  the  Statewide  Council. 

(3)  The  information  specified  in  para¬ 
graph  (2)  (i)  of  this  section  shall  not  be 
disclosed  to  any  person  except: 

(1)  To  the  extent  that  may  be  neces¬ 
sary  to  carry  out  the  purposes  of  Title  XI 
Part  B  of  the  Act  and  of  this  subpart;  or 

(ii)  In  cases  or  circumstances  speci¬ 
fied  in  regulations  to  be  published  by  the 
Secretary. 

§  478.7  Organizational  rrquiremrnts. 

(a)  Organization.  (1)  Each  Statewide 
Council  shall  be  a  private,  nonprofit  cor¬ 
poration  established  under  applicable 
State  law  unless  another  organizational 
status  is  approved  by  the  Secretary. 

(2)  Membership  in  the  corporation 
shall  be  limited  to  members  of  the  State¬ 
wide  Council. 

(3)  The  Board  of  Directors  shall  con¬ 
sist  of  all  persons  appointed  by  the  Sec¬ 
retary  as  members  of  the  Statewide 
Council. 

(b)  Articles  of  incorporation.  The  Ar¬ 
ticles  of  Incorporation  of  each  Statewide 
Council  and  any  subsequent  amendments 
thereto,  shall  be  approved  by  the  Secre¬ 
tary  prior  to  filing  and  shall  be  in  con¬ 
formance  with  State  law,  Title  XI,  Part 
B  of  the  Act,  and  the  requirements  of 
this  part. 

(c)  Bylaws.  Bylaws  of  each  Statewide 
Council  shall  be  in  conformance  with  the 
requirements  of  this  part. 

(d)  Purposes.  The  purposes  of  the 
Statewide  Council  shall  be  limited  to 
those  duties  and  functions  specified  in 
§  478.6,  except  where  other  functions 
related  to  such  purposes  shall  be  specifi¬ 
cally  approved  by  the  Secretary. 

(e)  Income.  (1)  The  sole  sources  of 
income  of  each  Statewide  Council  shall 
be  (i)  the  funds  paid  by  the  Secretary 
under  section  1162(d)  of  Title  XI  of  the 
Act;  and  (ii)  any  other  sources  of  fund¬ 
ing  approved  by  the  Secretary. 

(2)  Neither  the  whole,  nor  any  portion 
of  the  assets  or  income  of  the  Statewide 
Council  shall  be  used  for  objects  or  pur- 
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poses  other  than  those  set  forth  in  §  478.6 
or  those  specifically  approved  by  the 
Secretary. 

(f)  Officers.  Each  Statewide  Council 
shall  elect  a  chairperson  and  such  other 
officers  from  its  membership  as  it  deems 
necessary. 

(g)  Committees.  (1)  Each  Statewide 
Council  shall  establish  an  Advisory 
Group  Nominating  Committee  as  pro¬ 
vided  for  under  section  1162(e)  of  the 
Act. 

(2)  A  Statewide  CouncU  may  establish 
an  Executive  Committee  which  shall  con¬ 
sist  of  members  of  the  Statewide  Coun¬ 
cil  including  at  least  one  PSRO  repre¬ 
sentative,  one  physician  representative, 
and  one  public  representative. 

(3)  The  composition,  selection,  powers, 
duties,  and  membership  terms  of  each 
standing  committee  of  a  Statewide  Coun¬ 
cil  shall  be  defined  in  its  bylaw's.  The 
bylaws  shall  specify  a  procedure  for  the 
establishment  of  ad  hoc  committees. 

(4)  A  Statewide  Council  may  appoint 
non-Statewide  Council  members  to  ad 
hoc  committees,  but  non-Statewide 
Council  members  may  not  serve  as  mem¬ 
bers  of  Statewide  Council  standing  com¬ 
mittees. 

<h)  Advisory  Group.  Each  Statewide 
Council  shall  actively  seek  advice  from 
its  Statew'ide  Council  Advisory  Group, 
established  pursuant  to  section  1162(e) 
of  the  Act. 

(1)  Planning  PSROs.  The  Statewide 
Council  may  seek  advice,  regarding 
Council  activities,  from  any  organiza¬ 
tion  w'ithin  the  State  that  has  an  agree¬ 
ment  with  the  Secretary  to  prepare  to 
meet  the  requirements  for  designation 
as  a  PSRO  (Section  1169  of  the  Act) . 

(j)  Executive  Secretary.  The  State¬ 
wide  Council  shall  select  and  appoint  an 
Executive  Secretary  to  be  employed  on 
either  a  full  or  part-time  basis. 

§  478.8  Operational  requirements. 

(a)  Calling  of  meetings.  (1)  The 
Chairperson  of  each  Statewide  Council 
shall  convene  a  meeting  of  its  members 
at  least  4  times  a  year,  and  as  often  as 
necessary  in  order  to  perform  those 
functions  specified  in  §  478.6. 

(2)  Each  Statewide  Council  shall 
establish  a  method  for  the  calling  of  a 
special  meeting  of  the  full  Statewide 
Council. 

(3)  Meetings  shall  be  held  at  a  rea¬ 
sonable  time  and  at  a  reasonable  place 
with  an  adequate  amount  of  space  to 
allow  for  public  access  to,  and  participa¬ 
tion  in,  said  meetings  to  the  extent  not 
inconsistent  with  the  provisions  of  para¬ 
graph  (d)  of  this  section. 

(b)  Quorum  and  voting.  (1)  Each 
Statewide  Council  shall  determine 
quorum  and  voting  requirements  for 
meetings  of  the  w’hole  Statewide  Council 
and  for  meetings  of  the  committees  con¬ 
sistent  with  the  provisions  of  State  law 
applicable  to  the  corporation. 

(2)  For  Statewide  Council  matters 
there  shall  be  no  proxy  voting,  where¬ 
by  the  voting  privilege  of  one  member 
is  exercised  by  another  person. 


(c)  Notice  of  meetings.  (1)  Each 
Statewide  Council  shall  provide  public 
notice  of  each  of  its  regular  meetings 
and,  to  the  extent  practicable,  for  each 
special  meeting. 

(2)  The  notice  shall  indicate,  at  least: 

(i)  The  time,  date,  place,  and  purpose 
of  the  meeting ;  and 

(ii)  The  extent  to  w'hich  the  public 
will  be  permitted  to  attend  or  participate 
in  the  meeting. 

(3)  If  all  o^  part  of  the  meeting  is  to 
be  closed  to  the  public,  the  notice  shall 
state  the  reason  for  closing. 

(d)  Public  participation  at  meetings. 

(1)  All  or  part  of  Statewide  Council 
meetings  shall  be  open  to  the  public,  ex¬ 
cept  when  the  meeting  concerns: 

(1)  Review  of  sanction  reports  or 
recommendations  forwarded  to  the 
Statewide  Council  pursuant  to  section 
1157  of  the  Act: 

(ii)  Review  of  PSRO  reconsiderations 
pursuant  to  section  1159(a)  of  the  Act: 

(iii)  Information  which  could  cause 
financial  injury  if  disclosed; 

(iv)  Internal  personnel  rules  and 
practices  of  the  Satewide  Council; 

(V)  Financial  information  obtained 
from  a  person  and  privileged  or  confi¬ 
dential; 

(vi)  Matters  prohibited  from  disclo¬ 
sure  by  statute: 

(vii)  Information  of  a  personal  nature 
where  disclosure  would  constitute  a 
clearly  unwarranted  invasion  of  person¬ 
al  privacy;  and 

(viii)  Information  that,  if  prematurely 
disclosed,  would  be  likely  to  significantly 
frustrate  implementation  of  a  Statewide 
Council  action,  unless: 

(A)  The  Council  has  already  disclosed 
to  the  public  the  content  or  nature  of  the 
action;  or 

(B)  The  Council  is  required  by  law  to 
disclose  the  information  prior  to  taking 
final  Statewide  Council  action. 

(2)  Before  or  after  a  meeting,  mem¬ 
bers  of  the  public  shall  be  permitted  to 
file  written  statements  with  the  State¬ 
wide  Council. 

(3)  To  the  extent  that  the  time  avail¬ 
able  permits,  and  subject  to  the  chair¬ 
person’s  approval  for  such  participation, 
members  of  the  public  may  make  oral 
statements  during  the  meeting. 

(e)  Conflicts  of  interest.  (1)  Each 
Statewide  Council  shall  establish  a  pro¬ 
cedure  for  announcing  and  deciding  upon 
conflicts  of  interest.  This  procedure  shall 
be  specified  in  the  bylaws. 

(2)  Restrictions  on  the  participation 
of  Statewide  Council  members  in  review 
of  PSRO  reconsiderations  pursuant  to 
section  1159(a)  of  the  Act  and  in  the 
review  of  Sanction  reports  pursuant  to 
section  1157  of  the  Act  are  provided  in 
Part  473  and  regulations  to  be  issued  by 
the  Secretary. 

(f)  Summaries  of  proceedings.  (1) 
Summaries  of  proceedings  of  all  meetings 
of  the  Statewide  Council  and  of  meet¬ 
ings  of  its  standing  and  ad  hoc  commit¬ 
tees  shall  be  prepared  promptly. 

(2)  The  completed  summaries  shall  be 
certified  for  accuracy  by  the  chairperson 
of  the  Statewide  Council  or  the  chair¬ 


person  of  the  committee,  as  appropriate, 
within  a  reasonable  time  after  each 
meeting. 

(3)  The  summaries  shall  be  available 
to  the  public  for  inspection  and  copying 
at  the  office  of  the  Statewide  Council 
during  regular  business  hours  consistent 
with  the  confidentiality  requirements  of 
section  1166  of  the  Act  and  regulations 
to  be  issued  by  the  Secretary. 

§  478.9  Reporting  requirements. 

(a)  Each  Statewide  Council  shall  pre¬ 
pare  and  submit  to  the  Secretary  an¬ 
nually  a  report  containing  the  following 
information : 

(1)  The  organizational  structure  of 
the  Statewide  Council  during  the  year 
for  which  the  report  is  made. 

(2)  The  Statewide  Council’s  activities 
for  the  year  including  a  summary  of 
meetings,  a  description  of  specific  proj¬ 
ects,  and  any  recommendations. 

(3)  Description  of  goals  and  projects 
for  the  coming  year. 

(4)  Other  pertinent  information  which 
the  Secretary  may  reasonably  require. 

(b)  Each  Statewide  Council  shall  make 
such  regular  and  special  reports,  in  ad¬ 
dition  to  the  report  required  by  para¬ 
graph  (a)  of  this  section,  in  such  form 
and  containing  such  information  as  the 
Secretary  may  reasonably  require. 

§  478.10  Statewide  Couneil  Agreements. 

(a)  The  Secretary  will  enter  into  an 
agreement  with  each  Statewide  Council 
appointed  in  accordance  with  this  part.  ^ 

(b)  Each  Statewide  Council  agreement  * 
shall  provide  that: 

(1)  The  organization  is  designated  by 
the  Secretary  as  the  Statewide  Council 
for  a  particular  State; 

(2)  The  organization  will  perform  all 
the  duties  and  functions  of  Statewide 
Council  under  Title  XI,  Part  B  of  the 
Act  and  the  applicable  regulations  of  this 
subchapter; 

(3)  The  Secretary  will  make  payments 
to  the  Statewide  Council  equal  to  the 
amount  of  expenses  it  has  reasonably 
and  necessarily  incurred  in  carrying  out 
the  duties  and  functions  specified  in 
Part  B  of  ’Title  XI  of  the  Act  and  in  this 
part. 

(4)  The  reasonableness  and  necessity 
of  incurred  expenditures  and  the  reim¬ 
bursement  poUcies  will  be  determined  by 
the  Secretary. 

(5)  The  organization  will  establish  an 
advisory  group  pursuant  to  section  1162 
(e)  of  the  Act;  and 

(6)  The  agreement  may  be  terminated 
by  the  Secretary  upon  90  days  notice  to 
the  Statewide  Council.* 

[FR  Doc.77-34787  Filed  12-8-77:8:45  am] 


1  Attention  is  called  to  the  requirements  of 
Executive  Order  11246  (42  U.S.C.  2000e) 
which  prohibits  discriminating  against  any 
employee  or  applicant  for  employment  be¬ 
cause  of  race,  color,  religion,  sex  or  national 
origin.  Regulations  implementing  such  Ex¬ 
ecutive  rder  11246,  which  are  applicable  to 
Statewide  Councils  under  this  subpart,  have 
been  issued  by  the  Secretary  of  Labor  (41 
CFR  Chapter  60) . 
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